Introduction
In March 1998 the Office of Bioethics Education and Research at Dalhousie University hosted a multidisciplinary workshop, "Assent and Dissent in Research Involving Children." 1 The overall objectives for the meeting were:
first, to promote and protect the health and well-being of children 2 by ensuring that potentially beneficial biomedical and health research involving children was not inappropriately precluded; and second, that when such research did proceed, it was appropriately respectful of children. For the purposes of the discussion, appropriate respect included both protection from harm and promotion of the capacity for independent decision-making. Particular attention was focused on the roles and responsibilities of children and their parent(s) or legal guardian(s) in decisionmaking about research participation.
At the outset, it was hoped that workshop participants would generate a consensus statement clearly identifying substantive points of agreement and disagreement. In retrospect, that goal was overly ambitious. A more modest goal informs this discussion document-namely, to provide a public record of important contributions made to the debate about research involving children in an attempt to advance the discourse on this important issue.
The Issue
Research guidelines the world over recognize the importance of respect for persons. 3 This principle requires that research involving humans not proceed without appropriate authorization. For persons with decisionmaking capacity, 4 this authorization is their informed consent to research participation. For persons without decisional capacity (and this typically includes most children), this authorization is the permission to proceed granted by a legally recognized surrogate decisionmaker. For children, the legal surrogate decisionmaker is most often their parents.
In recent years it has been thought, in some jurisdictions, that authorization by a surrogate decisionmaker is insufficient in some instances, and that persons with developing decisional capacity must also be involved in the decisionmaking process. In the United States, as early as 1977 the National Commission for the Protection of Human Subjects of Biomedical and Behavioural Research held that:
Parental permission normally will be required for the participation of children in research. In addition, assent of the children should be required when they are seven years of age or older. The Commission uses the term "assent" rather than "consent" in this context, to distinguish a child's agreement from a legally valid choice. A concept has developed that a child incapable of giving legally and ethically acceptable consent may give an "assent" which is significant in respecting a level of autonomy. Related to this concept is the recognition that a child, whose consent or assent to participate in research is questionable, may nevertheless have the power to decline invasive involvement with conclusive effect. Parental consent may be a necessary condition of engaging the child in research, but it is not necessarily sufficient; the child's negative preferences in such cases should be respected. 6 In the fall of 1998 these research guidelines were replaced with the Where free and informed consent has been obtained from an authorized third party, and in those circumstances where the legally incompetent individual understands the nature and consequences of the research, the researcher shall seek to ascertain the wishes of the individual concerning participation. The potential subject's dissent will preclude his or her participation. 7 Persons capable of dissent include "those whose competence is in the process of development, such as children whose capacity for judgement and self-direction is maturing." 8 As suggested by the excerpts above, it is widely accepted that in principle children's expressed wishes regarding research participation should be respected. 9 In practice, however, the involvement of children in decisions about research participation is neither routine nor standardized. One reason for this difference between principle and practice is a general reluctance on the part of the research community and parents to recognize mature children and adolescents as persons with decisionmaking capacity who are fully capable of providing an independent consent or refusal to research participation. The Declaration of Helsinki illustrates the problem. It is stipulated therein that,
In case of legal incompetence, informed consent should be obtained from the legal guardian in accordance with national legislation.... Whenever the minor child is in fact able to give consent, the minor's consent must be obtained in addition to the consent of the minor's legal guardian. 10 Note, the requirement here is that the child's consent be obtained in addition to, not in lieu of, the consent of the legal guardian.
A second reason for the difference is concern about liability. The problem here is the lack of clarity in the law about decisionmaking authority for mature minors with respect to research, as well as the lack of clarity in its interpretation, particularly by investigators and research review committees ( To allow a child's dissent to function as the moral equivalent of a refusal by a person with decisionmaking capacity, without first having determined that the child has decisional capacity, is to seriously undermine parental responsibility for promoting children's interests. Parents who are not neglectful, exploitive, or abusive of their children are generally deemed responsible for making decisions on behalf of their children as they mature. For most activities of daily living, as children's capacities for decisionmaking develop, a fine-grained assessment of the balance between the parent's role and the child's role in decisionmaking occurs. Typically this assessment is at the parent's discretion. For some, a critical question then is, "W hy the difference with respect to research participation?" 11 Considered from another perspective, the key question is, "Are the notions of assent and dissent, as they are currently understood and applied, the best way of recognizing and promoting children's developing autonomy and independence?"
It is clear that children should be involved in decisions about research participation to the extent that they are capable. It is much less clear, however, what the nature of that involvement should be. More generally, what should be the role and responsibility of children, parents, researchers, and communities in decisionmaking regarding children's research participation? Further, what factors should be considered in determining these various roles and responsibilities?
Dif f erences betw een the sorts of things t hat individual children w ant to know about their research participation and the information t hat researchers t ypically provide in their caref ully const ruct ed information sheets and consent f orms can be quite striking.

Children as Embedded in Context
With research involving children, it is important to attend to the context of each child for at least three reasons. First, context affects a child's capacity for involvement in decisionmaking about research participation. Second, context affects the perceptions by others of a child's capacity for such involvement, i.e., the context may affect the range of interests taken into account in assessing the child's capacity. Third and more generally, context affects what might be appropriate involvement of children in decisionmaking about research participation.
Not surprisingly, there are significant variations among the multitude of contexts within which children are raised. 12 At the very least, individual, familial, and social factors must be considered when trying to understand a particular child's context. For example, one must explore the child's physical, emotional, and developmental status; unique personality; life experience; social and moral maturity; and cognitive capacities. One must also seek to understand the religious, cultural, racial, and economic features of the familial context as well as such social factors as patterns of positive and negative bias within the society.
Finally, attention must also be paid to the complex and diverse context of research, which is not itself homogeneous; there is research on disease prevention, health promotion, risk assessment, and innovative practice. In addition, in some circumstances the researcher may have conflicting research, caregiving, and health promotion responsibilities. As well, there can be research on children of varying health status ranging from those who are basically healthy to those with a chronic, life-threatening illness.
To elaborate briefly on this last point, research involving children with chronic, life-threatening illness 13 must carefully attend to an expanded range of contextual issues including, for example, the child's likely ongoing (and possibly long-term) relationship with persons in the health care setting. The nature of this relationship may engender unique responsibilities on the part of caregivers and researchers given the increased potential for role blurring. Second, there is the risk of overexposure to research; this risk is particularly acute for those with rare diseases or disorders. Finally, there is the need for renewed authorization for research conducted over a long period of time and the possibility that in certain instances the responsibility for providing (or withholding) this authorization might shift from the parents to the child in recognition of the child's changing role in the decisionmaking process as she matures.
A Decisionmaking Process That Is Interactive and Iterative
Respectful involvement of children in decisionmaking about research participation requires, at the very least, an assessment of: (1) Meaningful interaction with children requires that those providing them with information listen and respond to the concerns they identify. It is only in talking with, and attentively listening to, children that researchers and parents can learn what information is important to a particular child, and then in conversation with that child gauge her ability to understand more or less complex answers to her questions. Differences between the sorts of things that individual children want to know about their research participation and the information that researchers typically provide in their carefully constructed information sheets and consent forms can be quite striking.
14 An interactive process is also important for allowing researchers and parents to assess a particular child's developing capacity for independent decisionmaking. For example, whereas one child with a serious chronic illness "with all its attendant experiences and choices, may have been challenged to develop increased capacity," 15 another child with a similar illness may have been raised in a very protective environment and as a result may have limited decisionmaking experience and capacity. The latter child may be uniquely harmed by the disclosure of too much (or inappropriate) information, whereas the former child might be uniquely harmed by the nondisclosure of information.
The decisionmaking process also needs to be iterative so that parents, children, and researchers can have a full understanding of the relevant issues. Initial discussions may be clouded by fear, insecurity, mistrust, or illness. An iterative process is also particularly relevant for research that spans a period of time (for example, long-term follow-up studies) where the child's decisionmaking capacity may change with life experience and maturation.
At present there are very limited data on how to communicate effectively with children about participation in research. Given the central role of communication in respectful involvement of children in the decisionmaking process, it is essential that further research be done on: (1) how to disclose information in a manner that is sensitive, informative, and noncoercive; and (2) how to check for adequate understanding.
Children and Decisionmaking About Participat ion in Research
Debates about the proper role of children in discussions concerning research participation often focus narrowly on decisional authority: "Is the child capable of making the participation decision?" If so, it is argued that the appropriate role for the child is that of decisionmaker. If not, then the appropriate role for the child is that of absent or silent, uninvolved audience. More recently, the key question about decisional authority has been reformulated in broader terms: "Is the child capable of participating in the decisionmaking?" This reformulation, which essentially entails a reordering of the relevant concepts, has introduced a third category of children and a corresponding new role description where the child is neither decisionmaker nor uninvolved audience. If the child is not capable of making the decision, but capable of participating in the decisionmaking, then the appropriate role for the child is that of assenter or dissenter.
In discussing the concepts of assent and dissent, workshop participants suggested that children can have a role in decisionmaking about research participation that is unrelated to decisional authority. That is, there may be reasons for involving children in discussions about their possible involvement in research that have nothing to do with seeking their authorization or assent. With this in mind, four broad categories of children were described:
1) children with no language comprehension (e.g., neonates);
2) children with some language comprehension but no decisional capacity; 3) children with good language comprehension and developing decisional capacity; and 4) children with good language comprehension and sufficient decisional capacity ("sufficient decisional capacity" being defined as "the capacity of an adult considered capable of making decisions")
Next, the role of children in decisionmaking about research participation was explored in each of these categories.
First, it was agreed that there is no role for children with no language comprehension. These children have no decisional capacity and no useful purpose is served in explaining the research to them since they cannot understand even the simplest of explanations. It was also agreed that there is a receptive but not a decisional role for children with some language comprehension but no decisional capacity. If children can understand at least some language, then what is going to happen to them should be explained to them, albeit sometimes in very simple terms, by their parents and the researchers. There are two reasons for this. First, there is the obligation to limit the potential harms of research. Children can be seriously harmed by having something done to them without their knowledge or understanding. An explanation appropriate to the child's comprehension level of what is likely to happen to her or him as a result of their participation in research can help to reduce this potential harm. Second, there is the obligation to help children develop decisionmaking skills, and early involvement in discussions that require decisionmaking by their parents is an important step in this learning process.
Now while there was agreement about the appropriate role for children in categories one and two, there was disagreement about their role in categories three and four. Some participants felt that children in category three should have the same role in discussions about research participation as those in category two, i.e., receptive but not decisional. The decisional role hinged on capacity for decisionmaking and accountability. Children in this category, by definition,
were not yet capable and should not be held accountable for their choices. 16 Others felt that developing decisional capacity supported a more decisional role for children in this category, and some suggested that a child's dissent should be authoritative when her views were not being weighed by her parents in their assessment of the harms and benefits of research participation.
Finally, all participants agreed that children in category four have a decisional as well as a receptive role. Disagreement arose, however, over the moral weight of the decisional role.
Some suggested (largely by analogy to authorization for an adult's participation in research and on the basis of the principle of autonomy), that authorization by a child with sufficient decisionmaking capacity, by definition, was sufficient for research to proceed and conversely that such a child's decision not to participate in research should preclude her participation. Others suggested that in addition to considering a child's decisional capacity, the nature of any underlying illness, the nature of the proposed research, and parental wishes needed to be considered. 17 On this alternative view, in certain instances the parents' role in decisionmaking with respect to research participation should remain authoritative. It was emphasized, however, that parents have an obligation to weigh their child's preferences in assessing the harms and benefits of research participation and they ought not to authorize research they believe may be harmful to their child.
In sum, there was not agreement on an appropriate role for children in categories three and four. More work is needed on the significance of developing decisional capacity, the relevance of any underlying illness, the nature of the proposed research, parental wishes, and parental responsibilities as relevant factors in determining the proper role of children in decisionmaking about participation in research.
The Responsibility of Parent s for Decisions about Children' s Research Participat ion
18
The law requires of parents that they safeguard the interests of their children until such time as children are capable of making independent decisions for themselves. Arguably, this legal obligation grounds parent's authority to make decisions for their children regarding research participation. Respect for the law, however, is not the only (or even the most important) moral reason for conferring on parents decisionmaking authority regarding children's participation in research.
Society entrusts parents with responsibility for protecting their children from harm and for promoting their children's interests. This parental responsibility typically requires decisionmaking on behalf of children regarding issues that range from the mundane to the very complex; at the complex end of the spectrum is decisionmaking regarding participation in some kinds of research. The general responsibility for decisionmaking on behalf of children is conferred on parents for several reasons. First, it is widely believed that parents are the persons most likely to know their children's interests and thus be in a position to promote them. 19 This belief about parents having privileged knowledge of their children's interests, coupled with the belief that parents invariably care the most about their children, provides a firm foundation for the claim that parents are the legitimate decisionmakers. 20 A further moral claim that might be advanced by parents (or on their behalf) concerns the fact that parents (in addition to their children) may bear some of the consequences (ranging from inconvenience to serious harm) of a decision regarding their child's participation in research.
Two other ways in which legitimate parental authority for decisionmaking regarding research participation may be established relate to expectations of, and decisions by, potential child research participants. Decisionmaking authority may come from legitimate expectations a child may have of her parents that they will care for her by making appropriate decisions on her behalf. In the alternative, that authority may be conferred on parents by their child in an overt manner, as when a child with (some) decisional capacity expressly delegates authority to her parents.
Legal Limits on the Parents' Role in Decisions about Children' s Research Participat ion
What are the limits on parents' authority to have their children participate in research? At present there are conflicting interpretations of Canadian law with regard to at least two related issues concerning children's participation in research. 21 The first issue is whether the law permits parents to authorize participation in any research with no potential for direct medical benefit. The second, more specific, issue is whether the law permits parents to authorize participation in research with no potential for direct medical benefit where the research involves venepuncture. Since the second issue revolves around differing interpretations of a particular provision of the Canadian Criminal Code and has no relevance beyond Canada, it is not discussed here. 22 And while the prior concern involves a Supreme Court of Canada decision, it is discussed below because it rests on a distinction that is relevant beyond Canada. authorize research of no potential benefit for their children, with benefit understood broadly as including medical, psychological, social, and religious benefit. On this latter view, parents can authorize research with no potential for direct medical benefit as long as there is the potential for direct benefit. The former interpretation obviously has a more restrictive impact on research involving children than the latter.
Workshop participants were not in a position to resolve these interpretive disagreements. However, they did agree that the confusion about the law with respect to each of these two issues has probably had a chilling effect on research involving children in Canada. Some participants speculated that important research involving children is not being done in Canada because of fear that the research falls afoul of the law. They also speculated that some such research is being done by researchers who live in the fear of liability but with the hope that the first interpretation of the law would not be sustained by the courts. Unless the law is clarified, it is feared that important research will not be done or, if done, will be done by researchers having to live with the stress of acting under the threat of criminal liability. Workshop participants agreed that the law needs to be clarified.
Conclusion
As stipulated at the outset, this is not a consensus document; nonetheless, it is worth noting that agreement emerged on a few significant points. Respectful involvement of children in decisionmaking regarding research participation at the very least involves attention to the following: children are embedded in their own context; they should be included in discussions about their potential research participation for informational and/or decisional purposes once they have some language comprehension; and, these discussions should be interactive and iterative. Finally, assent and dissent are difficult concepts to interpret; further reflection on their content and moral relevance is required. 
